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PRIA Non-New-Use Label Acceptable v.20150320 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

August 3, 2020 
 
 

Ruchi Naik 
Regulatory Assurance Specialist 
Lonza, LLC 
412 Mount Keble Avenue, Suite 200S 
Morristown, NJ 07960 
 
 
Subject:   PRIA Label Amendment – Adding Efficacy Claims – SARS CoV-2 
     Product Name: Nugen Low Streak Disinfectant Wipes  
                EPA Registration Number: 6836-382 
     Application Date: 05/20/2020 
     Decision Number: 563088 
 
Dear Ms. Naik: 
 
The amended label referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were previously imposed on this registration. You continue to be 
subject to existing conditions on your registration and any deadlines connected with them. 
 
A stamped copy of your labeling is enclosed for your records. This labeling supersedes all 
previously accepted labeling. You must submit one copy of the final printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c), 
you may distribute or sell this product under the previously approved labeling for 18 months 
from the date of this letter. After 18 months, you may only distribute or sell this product if it 
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is 
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.  
 
Should you wish to add/retain a reference to the company’s website on your label, then please be 
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or misleading, the product 
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40 
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition, 
regardless of whether a website is referenced on your product’s label, claims made on the 
website may not substantially differ from those claims approved through the registration process. 
Therefore, should the Agency find or if it is brought to our attention that a website contains false 
or misleading statements or claims substantially differing from the EPA approved registration, 
the website will be referred to the EPA’s Office of Enforcement and Compliance. 
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Your release for shipment of the product constitutes acceptance of these conditions. If these 
conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA section 6. If you have any questions, please contact Jake McFarley by phone at 
(703) 347-0123, or via email at McFarley.Jake@epa.gov. 

      
 
      Sincerely,    
                                                                                                                         

 
Jacqueline Hardy, Product Manager 34 
Regulatory Management Branch 2 
Antimicrobials Division (7510P) 

Enclosure: Master Label 
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Note to Reviewer: 
[Language in brackets [AAA ] is optional or interchangeable] 
{Language in braces {AAA} is for informational purposes and will not appear on the final label}

{Note to reviewer:  each scent below may also be represented by a graphic depicting the corresponding scent 
with the exception of apple which will be submitted to the Agency for review.} 
FRESH / [SUMMER] CITRUS/ FLORAL/ MINT/ PINE / LEMON / WOODY/ LIME / MELON/ CLEAN / 
WATERFALL / [ULTIMATE] ORANGE / [SPARKLING] APPLE / INVIGORATING BREEZE / SPRING GARDEN 
/ LAVENDER [FRESH] / GRAPEFRUIT FRAGRANCE / [ULTRA FRESH] SCENT / SCENTED 

as indicated on container) 
insert #) [premoistened] [towelettes] [wipes] [disinfecting] [antibacterial] [cleaning] [wet] [multi-

purpose] [touch-up] [pre-moistened cloths] [sheets

optional: wipe dimensions: X x X [inches] [in.]  

Barcode
DOT Symbols
QR Code

 (insert country)
 (insert country)

{Note to Reviewer:  for multi-packs} 
x

8/03/2020

6836-382
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{Optional Emergency contact information} 
[For emergency information on [product, usage, etc.], call [1-382-382-382X], Monday through Friday, 9 a.m. to 5 
p.m. After 5 p.m. call your poison control center at 1-800-222-1222.]
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{Note to reviewer: Pages 3-16 are considered optional marketing language.  All designators (i.e. asterisks and 
numbers) used throughout the label may be interchanged as needed on final printed label.}

{Note to reviewer: The following claims containing “New” may only be used for a period of six months after 
EPA's approval of a revised or alternate formula, beginning when the product is first sold or distributed.} 

XX
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{Note to reviewer:  each block below also represents a graphic depicting the corresponding scent with 
the exception of citrus, apple, and berries, which will be submitted to the Agency for review.}

scent name

scent names
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Insert pathogen or pathogens other than avian influenza A from lists on 
pages 16
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XX
YY
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Note to reviewer: A representative graphic of a substrate may be added to the label.  Only a graphic of the 
substrate actually being used can be added to the final printed label. 
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[Refill for NUGEN® Low Streak Disinfecting Wipes container] [tub]

Note to reviewer:  The following may only be used if the Supplemental Registrant has documentation to 
support these claims
XX

xx
xx
xx

xx
xx

xx
xx

xx
xx

xx

LYSOL® is a registered trademark of Reckitt Benckiser Inc. 
PLEDGE GRAB-IT® is a registered trademark of S.C. Johnson & Son Inc. 
SWIFFER® is a registered trademark of the Proctor & Gamble Company 

(Insert phone number
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Insert Brand name [Insert Company Name
Insert Brand name [Insert Company Name
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{Note to reviewer: Each entry below also represents a graphic depicting the corresponding area of use. The 
graphics will only represent individual objects or outsides or insides of buildings as described below.  No people, 
animal, or food will be depicted in graphics.} 

[AREAS OF USE:]
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{Note to reviewer: Each entry below also represents a graphic depicting the corresponding type of surface.  No 
people, animal, or food will be depicted in graphics.  Only exteriors of microwaves and refrigerators will be 
depicted.  Toy graphics will be submitted to Agency for review.} 

[TYPES OF SURFACES:]

Formica® is a registered trademark of the Diller Corporation 
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{Note to reviewer: ATCC numbers are listed on the data matrix.} 

{or} 

in vitro
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{Note to Reviewer: These statements for claims against enveloped and large, non-enveloped viruses, shall not 
appear on marketed (final print) product labels.} 

…follow the directions for use for the following 
organisms on the label: 

[NUGEN® Low Streak Disinfectant Wipes] has demonstrated effectiveness against viruses similar to [name 
of emerging virus] on hard, non-porous surfaces. Therefore, [NUGEN® Low Streak Disinfectant Wipes] 
can be used against [name of emerging virus] when used in accordance with the directions for use against 
Rotavirus on hard, non-porous surfaces. Refer to the [CDC or OIE] website at [pathogen-specific website 
address] for additional information.  
OR
[Name of illness/outbreak] is caused by [name of emerging virus]. [NUGEN® Low Streak Disinfectant 
Wipes] kills similar viruses and therefore can be used against [name of emerging virus] when used in 
accordance with the directions for use against Rotavirus on hard, non-porous surfaces. Refer to the [CDC or 
OIE] website at [website address] for additional information.”
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{Note to reviewer:  Representative graphic of wipe tub and/or hand pulling out wipe fabric may be added to the 
label}

{For canister} 

{For carton or tub} 

or  

or

or

or

or

or

or

or

or
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or

or

{For refill, pouch or bag} 

or

{For the Travel Pack size} 

or

or {For the single cloth or sample pack} 

{For product supplied in a single use pouch with a folded towellete, include the following:} 
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or product name

{Note to reviewer: if using claims for Rotavirus, the following sentence will 
be required:}
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{Note to reviewer:  If Avian Influenza A is listed on the label the following statement is required.} 

Note for reviewer: For labels that list medical premises and metal and / or stainless steel surfaces, one of the 
following statements must be used:}  

{or}  
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[Optional representative graphic] 
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{Note to reviewer: Nonrefillable container}  

{Note to reviewer: Refillable container} 

If a supplemental label is using the “Germs” claim, per the EPA Guidance on use of the 
term “Germs” in order to make an unqualified “germ” claim the supplemental label must list all 3 of the major 
classes of organisms: Virus, Bacteria, Fungi and label must bear disinfectant directions.  In order to make a 
qualified “germ” claim the supplemental label must be a broad spectrum disinfectant and list additional claims 
against one of the following two major classes of organisms: Fungi or Viruses and must bear disinfectant 
directions.  The front panel of the label for a qualified claim must contain a designator [such as **] that refers the 
user to the qualified statements that describes the type of germ the product is efficacious against.  An 
unqualified claim can appear on front or back panel and does not require a designator. 
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{PACKET LABEL TO BE USED WITH MASTER CONTAINER LABEL}

not yet assigned
(insert EPA Est. No. here]

optional - wipe dimensions:
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{Note to reviewer: The following are optional proprietary graphics. Please refer to Note on page 11 regarding 
toys. Any final printed label containing an EPA-approved toy graphic will be required to include the text of 
footnote 3 about rinsing.} 

{Note to reviewer: The following is an optional graphic that will be used to illustrate the scent.} 
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{Note to reviewer: The following is considered optional graphics and marketing language.} 


